
BBHPEH HBBEHITAJ 3A KAPAKTEPPICTPIKPITE HA JIEKOT

1. MME HA JIEKOT

Jacmun® 3 mg / 0,03 mg busm-o6n0xeHH TaOneTH

2. KBAJIHTATHBEH H KBAHTHTATHBEH COCTAB

Cexoja burm-0610xena TaGrera conpxu 0,030 mg erunannecrparmon u 3 mg ApocnupeHoH.

EkCIMIMeHc CO IIO3HQT ehekT: JIakKTo3a 46 mg (Kako HaKTO3a MOHOXHAPAT 48.17 mg)

3a HEJIOCHA JIHCTA Ha EKCHHIIHEHCH BHAETE BO JeoT 6.1.

3. BAPMAHEBTCKA ®OPMA

Durm-06710%eHH TaGJIeTH

CBeTH0 KONTH, OKPYTJIM KOHBCKCHH TaGJIETH, Ha KOM Ha CAHATA CTPQHQ HM ce O3HadeHH ÖYKBHTE "DO" Bo
BOOÖHYAEH IIIECTOATOJIHHK.

4, KJIHHHYKM OCOBEHOCTH

4.1 Tepanesrcku HHAHKANHH

Opas1na KoHTpanenunja

Tipu onnykata na ce npenuime JacmuH Tpe6a aa ce 3eMaT BO IPeABHA MHHAHBHRYAJIHHTE TCKOBHH PaKTOPH Ha

PH3HK Ha KEHATA, ocoGeHO OHNE 3a BeHcka TPoM6oem6onmja (BTE) kako u PH3HKOT 3a BTE co JacmuH Bo

cmopen6a co ApyFH KOMOAHHPAHA XOPMOHQJIHH KOHTpalenTABA (KXK), BAM nen 4.3 u 4.4.

4.2 Aosnpame mn HAHHH Ha ynoTpeba

Hann Ha ynoTpe6a

Opas1na ynotpe6a

Aosapase

Kako ce 3ema JacMHH

HEIIPEKHHAT ACH. Cekoe CJIÈAHO NakyBakbe ce MOUHYSad ocfe

MODKC a He 3QBPIIIM Mpey IIOHCTOKOT Ha 3eMaHe Hd\yegHo

pe6a co MasIky TEYHOCT, TO
à AHEBHO, BO HePHOX on 21

TaGreruTe Mopa Ja ce 3eMaT BO HCTO Bp RUE
w MEQy

PeAOCJIEOT KO) € HPAKAXKAH Ha Gnucrep-nakyBaHe

ype3 ACH Mocue MOCHENHATA TaGJIETA u
©

oA 6e3 TaOeTH, 3a BpEME Ha KO)
OÖHYHO ce NojaByBa IICEBAOMEHCTPYANHO KpBape
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Kako ce 3anouHyBa Co JacMHH cKon+
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e be3 IIPETXOAHA ynoTpeGa Ha XOPMOHAJIEH KOHTPALEITHB (BO H3MHHATHOT MECell)

3eMareTo Ha TAÖNIETHTE Tpe6a Aa RIOHHC Ha TIpBHOT ACH OF HPHPOHHAOT IIMKIIYC HA KEHATA (NP. IPBHOT ACH Ha

HeJ3HHOTO MEHCTPYAAHO KpBapele).

e [Ip MeHyBaHe on KOMGHHApaHA XOPMOHANHA KOHTpallenuuja (KOMOMHMpaHa OparHa Komtpamenunja (KOK),
BATHHAJIEH MpcTeH WIM TPAHCHEPMAHHA JIETIEHKA)

KenHaTa Tpe6a ya IIOHHC co JacMHH MO MOXHOCT Ha JeHOT IIOCJIC HOCHEHHATA QKTHBH2 TaOseTa (HOCHEHHATA
TaGJeTa IIITO COAPXH AKTHBHA CYNCTAHUAjA) OX Hej3HHATA IPEeTXxoAHa KOK, Ho HajHOHHA Ha JeHOT WTO CHeAM
noce BOOÖHYACHHOT IICPHOA Ges TAÖNETH MIM TIEPHOAOT co nraue6o TabNeTH OF HejsuHara IpeTxoAHa KOK. Bo
crydaj Kora Gun yIoTpe6yBaH BATUHAJIEH IIPCTCH TPAHCHEPMAIHA JIÈTIÈHKA, KeHATA TpeOa Ja HouHe co

ynotpe6a Ha JacMHH, 110 MODKHOCT Ha IICHOT Ha HABHOTO OTCTPAHYBAIBE, HO HajAOUHa Ha AEHOT Kora Tpe6a na ce
CTaBH CHEHHATA ANNAKAUH)jA.

e [pu MeHyBake Of MeTOX CaMO CO HpOrecTOreH (raGnera WTO COJPXH CAMO IIPOTECTOTEH, HHjeKHHja,
AMILIAHT) HH OX MporectoreH-ocnobosyBa4uku HHTPAYTEPHH CHCTCM (YC)

KeHata More GuJo Koj xeH Ja ce npebpnn on Ta6neTa IIITO COAPDKH CAMO rIporecTOreH (OX HMIIJIQHT HIM ON

HYC Ha HeHOT Ha OTCTpaHyBalbeTO, ON HHjeKHHja Ha ACHOT Kora € 3AKAKAHA CJICHHQTQ MHjeKUMja), HO BO CHTC
oBue c11yyan Tpe6a za Gune coBeTyBaHa Ja ynoTpebyBa 6apnepeH MeTOA BO HPBHTE 7 NEHOBH ON 3CMQHCTO Ha
TA6JIETHTE.

e Tlocne a6opTyc Bo IIPBHOT TPAMECTAP

Kevata Moxe BexHai a nouke. Bo Toj c1yuaj, Taa He Tpe6a Ma ynotpe6yBa IOIIOJIHHTCJIHH KOHTPALENTHBHH
MEPKM.

e Ilocne TIOpOAyBarbe HH nocre a60PTyc BO BTOPUOT TPHMECTAP

)Kenata Tpe6a na ce coBeTyBa Ja nouHe Ha 21 no 28 AeH noce HOPOAyBAHETO AIIM abopTycoT BO BTOPHOT
Tpumectap. Kora 1oyHyBa NOAOIHA, Taa TpeOa Ma ce COBeTYBa HOIIOJIHHTCJIHO Aa ynorpe6yBa GapHepeH METOA BO

npBaTe MEHOBH. Cerlak, ako HMaïla ceKcyaleH ONHOC, Tpeba Ma ce HCKJIYUH GPEMEHOCT Hpex AKTyeIIHHOT
IIOHCTOK Ha yr1orpe6ata Ha KOK usu >keHaTa Tpe6a Ja Noyeka 210 HEJ3HHHOT IIPB MCHCTPYQJICH HEPHON.

3a BHAETE BO HCJIOT 4.6.

Ilocranka co Tponymrenu TA01eTH

AKO KOPUCHHYKATa AOIHM IIOMAJIKY of 12 yaca co 3eMalbe Ha TaGJIETATA, KOHTPANCNTHBHATA 3SAaUITATA He €

HAMAJICHA. YKeHaTa Tpe6a ma na ja 3eMe TA6IETATA BEAHAIN IIITOM CE CCTH H Tpe6a na TH 3eME CIEAHHTE TAÖJIETH
BO BOOÖHYaEHOTO BpeMe.

AKO Taa JOUHH MoBeke on 12 4aca co 3eMalse Ha TaOseTaTa, KOHTPALIEIITHBHATA 3allITHTa MOXe Ja 6une
HaMarena. Tlocrankata co IIPOIIIIITCHH taOmeTu Moxe Ja ce BOAH c1opeA CJICHHWBC ABE OCHOBHH IIPABHIA:
1. 3CMQHCTO Ha taOneTuTe He Tpe6a HHKOTAIII Aa Ouse IIPCKHHQTO IIOHOJITO ON 7 AEHOBH
2. moTpe6Hu ce 7 HeHOBH Ha HENPEKHHATO 3eMalbe Ha TaOneTuTe 33 HyBälbe Ha COONBETHA Cylpecuja Ha

XHTIOTANAMAHHATA-THTYATAPHA-OBAPHjAJIHA-OCKA. SIEVE
CosVX My

CooABeTHo, BO AHeBHATA npakcaMoe Na ce Jase CIEAHHOB FO oe
mw

e 1 Hexera
© « (Le

9
A

x
>

LT

CETH, AYPH U aKO OBa 3HAYHKopuchnukara Tpe6aa ja 3eMe TIOCHEAHATA NPONYIITEHA Ta
3€MaRe Ha Be TaOneTA oxexHau. IloToa, Taa mponomkyBa co HTe BO Hei3HHOTO BOOÖHUAEHO

Bpeme. JIONONHHTENHO, BO CIIEAHMTE 7 MEHOBH TpeOa Ma ce ynoTpeéyseSapuHepeH MeTON KAKO KOHAOM. AKO
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M2JIQ CCKCJQJICH OHHOC BO IIPCTXOHHHTC 7 JAEHOBH, TpeOa Ma ce 3eMe BO IIpeABHA MODKHOCT2 3a GpeMEHOCT.
Konky noBeke TaOseTH ce Tponyltar H Konky MoBeke THe ce MO IICPHOHOT 6e3 TaOneTH,
MODKHOCTQ 3a GpEMEHOCT € HOTOJIEMA.

e 2 Henena

Kopucnnukarta Tpe6a aa ja 3eMe NOCAENHATa IIPOIIIIITCHA TaOJIETA BEAHAII IIITOM ce CeTH, AYPH MH ako OBa 3HAUH

3€MAHE Ha ABE TaOneTu oneWHalll Tlotoa, Taa IIPOHOJDKYB2 CO 3CM2HC Ha TaOeTHTe BO He]3HHOTO BOOÖHYaeHo

Bpeme. Aokorky DKCH2T2 WpPaBHJIHO TH 3eMasia Hej3HHHTE TaGJIeTH BO IPETXOAHHTE 7 NeHOBH OA rpBaTa
HPONVIITÈHA TaGJIETA, HeMa toTpeda Aa ynotpe6yBa HOIIOJIHHTCJIH2 KOHTPANCNTHBHA 3alUTHTa. Cerak, ako Taa

Mponywitwsa toBeke of 1 TaGJIeTA, KeHaTa Tpe6a Ha ce COBCTYBa Ta ynoTpe6yBa HOIIOJIHHTCJIH2 3AITATA 7
ACHOBH.

e 3 Henena

Pu3HKOT OA HAMAJIEHA CHTYPHOCT € HEIIOCPENEH, HOPAAH IIPCTCTOCHKHOT 7-AHEBEH IICPHOA 6e3 TaOneTH. Cenak,
co HPANATOAYBARE Ha pacnopeyOT Ha 3eMalbe Ha TaOseTHTe, H2MQJICHQTQ KOHTPQIICIITHBH8 3aLlITHTa CeYINTE
Moxe fa ce cnpeux. [IpanpxyBajkn ce KOH efHa ON CAeQHUTe ABe ONUHH, HeMa NoTpeba Ja ce ynoTpeOyBaaT
HOIIOJIHHTCJIHH KOHTPAUEITABHH MCPKH Ha TIpeTMa3IMBOCT, MOA yCIOB DKCHQTQ MpaBMIHO Aa TH 3CMaJIa CHTC
Ta61eTa BO IPEeTXOAHHTE 7 ACHOBH ON HPBATA Tponylirena TaGJIETA. Ako OBa He € CJIYUA}, TOTAL Taa Tpe6a na ja

NPBATA ON OBHe ABe OMIM H HCTO Taka Ja YIIOTpe6u AONONHATENHH MCPKM Ha HPÊTHAGIHBOCT BO

CJICHHHTC 7 AEHOBH.

1. KopucHuukata TpeGa na ja 3eMe nocrennaTa nponyiTeHa TaOeTa BeXHAI IIITOM Ce C€TH, AYPH H QKO OBa
3HQHM 3eMabe Ha Be TaONeTH onexHaut. [IoToa, Taa TIPOAOIDKyBa CO 3eMaHeE Ha TAÖNETHTE BO Hej3HHOTO
BooGnuaeno BpeMe. CnenHoro GrucTep nakyBaHe TpeGa Ja ro 3ano4He BCHIHQIII IIITOM 3aBpIlIM CO TCKOBHOTO

Grucrep nakyBake, T.e. He TpeGa Ja HMa IIPCKHH noMefy nakyBaHaTa. HeBooGauaeno € KOPMCHHHKQTQ Ja HMA

IICCBHOMCHCTPY2J1HO KpBaperBe AO KpajoT Ha BTOPOTO MakyBalbe, HO MOKC AA HMA KpBaperbe BO HAMKH WM

IIPOÖHBHO KpBaperse BO AEHOBATE Kora 3eMa TaOJIETH.
2. YKeHaTa MODKC Na ce copeTyBa MA HpeKAHE CO 3eMarbe Ha TAÖNETHTE ON TCKOBHOTO ÖNHCTep NakyBalbe. Taa

IIOTOQ Tpe6a na uMa HEPHOA 6e3 TaÖneru No 7 HEHOBH, BKIIyuyBajku TH H DeHOBUTe Kora TU IponymTala
TaONeTHTe U MOTOa Ja IIPOAOJDKH CO CJICHIHOTO GrucTep NakyBalbe.

AKO XEHATA IIPOIIIIITHJIQ TAÖJIETH H ToToa HEMAJIA IICEBAOMEHCTPYAJIHO KpBapelbe BO IIPBHOT HOPMQJICH IICPMOH
6e3 TaGreTu, TpeGa Ja ce 3CMC BO IpeABHA MOKHOCTQ 3a OpEMEHOCT.

Coser Bo cly4aj Ha TACTPO-HHTECTHHAJIHH HapyllyBawa

Bo cayaaj Ha TCIIIKM raCTPO-AHTECTHHANHA HapyllyBatha (Ip. NOBpakalbe HIM MpouMB), allcopnuvjata MOKC Ja
He Guye WesocHa x TpeGa Ja ce TIPeB3EMAT AONOJIHATEIIHH KOHTQICIITHBHM MEPKH. AKO MOBpakalbeTo CE II0jaBH
3-4 yaca noce 3eMabe Ha TaGJieTaTa, TpeOa BEAHAIU ma ce seme HOBa (3ameHa) TaGuera. Hopata ra6rera Tpeba
Aa ce 3€Me TO MOXHOCT BO TCKOT Ha 12 yaca ON BOOÖHYAEHOTO BpeMe Ha 3eMarbe Ha TaGJieTuTe. AKO IIOMHHQJIC

noeKe on 12 uaca ce MpHMeHyBa COBCTOT 3a IIPONYIUTEHN TaOneTu, Bo 4.2 "Tloctanka co

TIpONyWTeHH ta6metu". Ako »KeHaTa He caka Ja TO CMEHH Hej3HHHOT HOpMasIeH pacnopey Ha 3eMaH€ Ha

TaOmeTuTe, Toralll Tpe6a Ja 3eMe HOIIOJIHHTCJIH2 TaONeTa(M) OA Apyro GnHCTep nakyBare.

NE DHE
727in

[2 +
Kako aa ce 0100%KH HCOBJOMCHCTPYAJIHOTO KpBape

35
m

À My
3a aa ce OAJOXKH NepHosOT DKCHQTQ TpeOa Ja 1ponon
nay3a co nepmonor 6e3 TaGneru. IIponomkyBarseto MO ag peRy OHOJIKY AOJITO KOJIKY WITO CAKa A0
KpajoT Ha BTOPOTO IaKkyBarke: 3a BpeMe Ha TIPONOJBKYBAlb
KpBapelbe BO JaMKH. po

Äh HakyBaRe JacmuH 6e3 mpaBerbe

Ke Aa HMa HPO6HBHO KpBapetbe WIMd
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Tloroa nporonxyBa co pexoBHo 3eMarbe Ha Jacmun, nocne Bo06uuaennor 7-qHeBeH TepHor 6e3 TAÖJIETH.

3a na TO CMeHH H€j3HHHOT PHO BO ApyT HCH ON HEHCJATA 02 ACHOT Ha Koj 'EHATA € HABHKHATA CHODEX
J3HHHOT pacnopen, Taa

AEHOBH KOJIKY WTO ara. Konky © NOKPATOK IEPHONOT ToNKy € IIOTOJICM PH3HKOT Ja HOMA nceyoMeHctpyanHo
KpBaperbe, a 1a HMa HPOGHBHO KpBapemse H KpBaperbe BO JAMKH 3a BpeMe Ha CJICHIHOTO HaKyBalbe (HCTO Kako
Kora Ce OHJIOKYB2 ITEPHONOT).

OKC Na Ce COBETyBa Aa TO CKPATH IIPCTCTOCHKHOT NEPHON 6e3 Ta6neTu co OHOJIKY

lonosunTesua uudopmaunja 3a NONyAauHH

IIeöujampucka nonynayujalacmun € MHAnIAPaH camo nocre MeHapxa. Bp3 ocHoBa Ha OTIWICMHOJIOIIIKWTC

NONaTolM CO6pann Ha nopeke ox 2000 anonecuenrau xeHu Ha BO3paCT non 18 TOHHHA, He NOCTOjar monatonn
KOM yKaykyBaaT Ha Toa Neka 6e36e1HOCTa u COHKQCHOCTQ Kaj OBaa BO3P2CH2 TPYHA € pa311nyna off OHaa II03HaTa

kaj DKCHHTC Ha BO3paCT Han 18 ronuHu.

Iocrapu nuua
Jacmun He € HHAHUMPaH 110 Menonaysara.

Tlanuentu co OUITETYBarbe Ha mpHHOT Apo6
Jacmux € KOHTpavHAMUMpaH Kaj DKCHM CO TCIIIKM XETHATANHU 3a6onyBarsa. Buxu ucTo Bo nen 4.3 u 5.2.

TTaunexTu co 6y6pexHo ourrerypae
Jacmnn € KOHTpanHNANApAH kaj >KeHM co Teruxa OyOpexna uacybunmennuja um akyrHa Gy6pexHa
uHcydunvennnja. Bugu ucto Bo yen 4.3 u 5.2.

4.3 Kontpaunpukaunn

K Ounupanute XOPMOHAJIHH KOHTpauenTuBn (KXK) He cmCAT Aa ce KOPHCTAT pu CHenHaBe coctoj6u. AKo
Hekoja OA OBHO cocToiOu ce NojaBu 3a NPBIIAT NPA ynorpebara HaKXK, TIPOH3BOJOT Mopa BEAHAI Aa ce

IIpekunHe,

e IlpucycTBo nm pusux 3a BEHCKA Tpom6em6onnja (BTE)
o Bencka TpoMm6em6onnja - ceram1ma BTE (Ha AHTUKOATYJAHTH) unx ucTOpuja Ha (np. Aa6oKka Bexcka

Tpom603a [JIBT um Senogpo6ua em6onnja [BE])
o Ilosnara HacneqHa cTekHara NpenHcHOSHLMja 3a BeHCKA TPOM6eM6ONHjA, Kako AIILI-oTnopHocT

(Bkay4yBajku Factor V Leiden), Hexocrarok na AHTHTPOMÖHH III, HeXOCTaTOK Ha nporeux I, HenocTaTor
Ha TIpOTeHH C

o Tonema omepannja co nponomkena AMOGHTH3AUHja (BAM nen 4.4)

® Ilpucycreo nim puanK 3a aprepucka Tpom6em6onnja (ATE)
o Aprepucka TpoM6em6onuja - aprepucka TPOM6eMGonuja, HCTOpuja Ha aprepcnka TpomOemOonuja

(np. HH@apKT Ha MHOKapA) cocToj6a LITO More na Önne Nps 3Hak 3a TPOM603a (np. aHrHHA NeKTopuc)
o IepeGporackynapna Gonecr - cerailieH Mo304eH yAap, HCTOpHja Ha MO304€H Jap ANA cocToj6a Ha IIPB

o Bucok pu3Hk 3a aprepucka Tpom6em60 (Bann nen 4.4) un

¢ TCIIIKQ XHIIEPTEH3Hja
© TCIIIK2 JUCMMMONpoTeHHeMuja

e IlpucycTBo um nocroeme Ha TCIIIKH xenaranxu ONITETYBArba Ce NONEKA XCIIQTQJIHHTC BPCHHOCTH He ce BPQTQT
HO HOPMQJIHM

dakTopu (BAM JenBucox PHSUK 3a BeHCKa TpoM6eM6onHja TMopayu mpucycTBo Ha MHOTYKPATHH PH3AK
4.4)

3HaK (np. KparkoTpaeH ycxemuuen Hanay, KUH
Ilosuata HacyeqHa CTEKHATA apTepucka TpoM6em6onnja Kako

O Heropnja Ha murpena co pokanau HeBpo f)
nynyc

nm À
AHTUTENA, AHTHKOAQTVIIAHT)

HOParH IIPMCYCTBO Ha eeu CEPHO3EH pu3
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e Teka 6y6pexHa HHcybaunenugja WIM akyTHa OyOpexHa c1a60CT
e Jlojapa un nocroere Ha XeNaTalI1HH TyMOpH (GeHATHH WIM MasIHTHH)
e TlosHaTH HM COMHHATENHA MQJIHTHH MpOMeHH No BIMjaHHe Ha CEKCYAJIHHTE XOPMOHH (TIP. Ha lEHATAJIHATE

opraHH PJIM Ha HOjKATE)
e HeyujarHoctuyupano BATHHAJIHO KpBapeHe
e XUMepCeH3HTHBHOCT Ha aKTHBHHTE CyNCTaHuH WI Ha Hekoja OA HOMOIHHTE CoCTojkH Ha6poeHH BO AEIOT

6.1

JacmHH € KOHTPAHHAHLHPAH 3a HCTOBPEMEHA ynoTpeOa CO MEAHUHHCKU TPOH3BOHH KOM COJPXKAT
OMGHTACBAP/TAPATANPEBAP/PATOHABAP u naca6yBup, MEAHLNHCKH NPOH3BOAH KOH COAPKAT
ramkanpeshp/nu6penTacBup HH coboc6yBAp/BenrnaTacBAp/BOKCHJIANPEBAP (Bun Wed 4.5).

4.4 Iloceönn Mepku Ha npeTIA3AABOCT H noce6uu IIPeAÿYIpeAYBARBA 3a ynoTpeba HA JICKOT

IlpenynpenyBama

e AKO € IPHCYTHA Hekoja ON COCTOjÖHTE HIN PH3HK PaKTOPATE HaÖPoeHH NOAONy, TpeOa Ja ce pasroBapa co
DKCHQTQ 3a COONBETHOCTA Ha JacmuH.

e Bo cy1yuaj Ha BIOIMYBARE MIM HpBa MojaBa Ha Hekoja of OBHE COCTOjÖH HIM PH3AK (baKTopn, KEHATA Tpe6a Ha
ce COBeTyBa Ja TO KOHTQKTHPQ CBOjOT AOKTOp3a onpenyBale Wau ynoTpeOata Ha JacmuH TpeOa na Omne

HPEKHHATA.
e Bo caydaj Ha coMHuTerau una NoTBpAeHH BTE unu ATE, ynorpeGara Ha KXK Tpe6a na ce npekuxe. Bo

CHYUA) Ha NOUHyBalbe CO AHTH-KOATYIAHTHA TeparnHja, TpeOa na ce MHHIMPa COOHBCTH2 ANTEPHATHBHA
KOHTPalenUHja, HOpaAH TepaToreHocTa Ha AHTHKOATyJIaHTHATA TePANHjA (KYMAPAHA).

e Inpkyn1atopun IIOpeMeTyBarma

Pusux 3a BeHcKa TpoM6em6oru;ja (BTE)

YnoTpe6ara Ha koja Guro KOMÖHHHPaHa xopMoHanHa KOHTpalenunja (KXK) ro 3TOJIeMYBA PH3HKOT 3a BeHCKa

rpom6oem6onnja (BTE) Bo cnopex6a co Heynorpe6ara. Ilpon3BoanTe IIITO COAPKAT JIEBOHOPTECTPEI,
HOPTCCTHMQT HJIM HOPETHCTEPOH ce IIOBP32HM CO IIOM2JI pH3HK 3a BTE. Apyrute nponsBonn Kako Jacmu
Moxe a HMAAT ABANATH TIOTOJIeM CTENeH Ha PH3HK. Ogsykata 3a ynoTpeéa Ha 6n10 Koj NPOH3BOA OCBEH

OHOj co HajHH30K pasuk 3a BTE Tpe6a Aa ce 3eme caMo noce pa3r0BOP CO KeHATA, 3a Ja ce 06e30e7U
Taa ro pa36upa pusukoT on BTE co Jacmun, Kako Hej3HHHTE MOMCHTAJIHM PH3HK PAKTOPH BJIHjaaT HA

OBOj PH3HK H Aeka Hej3HHHOT pu3uK 3a BTE e Hajrosem 3a BpeMe Ha npBATA ToanHa Ha ynorpe6a. Hcro
Taka IIOCTOM OJ{PEAEH AOKA3 AeKa PH3HKOT € 3TOAEMEH Kora co KXK noBropno ce nouHÿBa noce IPEKHH
Ha ynoTpe6a on 4 um noBeke

Kaj xenu kon He ynorpe6yBaar KXK u He ce Gpemexn okony 2 ox 10 000 Ke pazBujar BTE Bo epmon on equa
roxuHa. Cerak, HHAUBAAYANHO Kaj CeKOja KEHA, pH3MKOT Moxe Ja ÖHNE MHOTY MorosieM, 38BHCHO Of HCJ3HHHTC
OCHOBHH PH3HK dakTopH (BUA NOAXONy).
Ce npouenysa! neka on 10 000 kenn, kon yrorpeGyBaar KX
BTE Bo exHa TonMHa; OBa ce cmopenyBa CO OK

NEBOHOPrECTPEN.

TO COHPDKQT APOCHHPeHOH, 9 on 12 Ke pasBHjar
KOH ymoTpebyBaaT KXK wiTo cop1kar

wave OHEIS àLE
Bo asara cnyyan 6pojor Ha BTE TOAHIIHO e nom yuan 3a BpeMe Ha OpeMeHOCT JIH

BO MOCTMapTasIHHOT HEPHON.
4 6

© Kup + 9 4%Y

BTE moxe na Önne haTanxa Bo 1-2 % on crydarre Sy RS 9
fo

! Osne HHIIWICHIIM Ouse IIPOHCHCTH OF CHTO NOAATOUM OA ENHAEMHONOUKATE CTYIM CO KOPHCTCHO Ha PEJATABHA PH3HLA 3a Pa3UUHH
npou3Boun IIPH enopen6a co KXK kon conpxar JICBOHOPTCCTPCJI
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?
Cpennara BPCHHOCT Ha onceror e ox 5-7 on 10 000 xenn roxmmmo, 6p3 ocHoBa Ha PENATHBHHOT pusnx 3a KXK kon conpxar

JIEBOHOPreCTPEN BO cnopen6a CO OHHE KOH He KOPHCTQT OKO 2.3-3.6

Bpoj ua BTE nacraun na 10 000 xenn Bo equa roxuma

Number of
VIE events
À

12

19

8 .

6

4

2 +
Q r A

Non-CHC user {2 events) Levonorgestrel-containing CHC {5-7 Drospirenone-containing CHC (9-12
events} events}

Muory perko Guna npajaseHa TPOM603a IIITO ce NojaByBa kaj KOpACHHUKH Ha KXK Bo PIPYTH KPBHM CAJOBH, Mp.

XeTIATANHH, ME3CHTEPHUHHA, PCHQJIHM WIM PeTAHanHH BCHH H APTEPAH.

Pusux hakTopu 3a BTE

PusuKoT 3a BCHCKM KOMITJIHKAUHH KajKXK KopucHHukH MOKe 3H2MHTCJIHO Ja CE 3TOJICMM Ka)
%KCHH CO AONOHHATENHA PH3HK (aKTOPA, OCO66HO ako IIOCTOJQT MHOTYKPQTHH PH3HK dbaTopu (Bun Ta6ena).
JacMuH € KOHTPAHHAAHAPAH ako XKeHATA HMa noBeKe DakTOPH Ha PH3HK KOM ja CTaBaaT Ha BHCOK PH3HK 3a
BCHCKQ Tpom603a (Bua Aen 4.3). Axo »KeHATa HMa TIOBeke ON ene H3HK, MOKHO € 3TOJIEMYBAHETO
Ha PM3HKOT Ja € IIOTOJICMO OA 36HPOT Ha HHAMBHAYANHATE
IIpeABHA HEjJ3HHAOT BKYIICH pasuk 3a BTE. Ako oxHocor Ha K WY pusHKorgegNeta 3a HeraTHBeH, He Tpe6a
aa ce npenumyBa KXK (Buau nen 4.3).

Tpe6a aa CE 3eMe BOa

OnxX
k On

Ta6ena: Pasux dakTopn 3a BTE aa m

Pu3ux dakTop KomeNgäp Toy . SA
He6enuxa (body mass index npexy 30 kg/m') PusuxoT 3r071eMyBa Kako BMI pacte

Oco6eHo € BaKHO Aa ce 3eMe BO MIpeyBH ako ce
IIPHCYTHH ApyTu pu3uK PaKkTOPH

Iporomxena HMOGHNHSANHjA, roneMa onepauHja,
XHPYPIIIKM 3adaT Ha HO3CTC WIM TIOTONEMA TpayMa

3a6ereluxa: IpHBpeMeHa HMOGANHSAUHAjA, BKIY4ÿBAjKA

Bo oBne cuTya1un, IpemopaunuBo € Na ce MpeKHHe co
ynorpe6a Ha TaGreTa (Bo C1Lyyaj Ha SJIEKTHBHA

onepaunja HajMa11ky 4eTHPH HeXENH oAHanpen) 1 JA He
ce HPOAOMXH JO ABe 110 KOMIIJICTHQTQ
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Hema KOHCeH3yc 3a MOKHQTQ yIoTa Ha BapHKO3HH BeHH MH Cynephaunjaren TpomMOodsmeOuTHe 3a HOjABA PJIM

nporpecnja Ha BEHCKa TpoMOo3a.

Tloce6Ho BHAMaHHe TpeGa Ja ce MOcBeTH Ha 3TOJIEMEHHOT PH3HK 3a I0jaBa Ha TPOMGoeM6onHja BO GPEMEHOCTA u
oco6eHO BO HePHOX ON 6-HeyemM ON nyeprepayMOT (4.6 YnoTpe6a 3a BpeMe Ha OpeMeHOcT 4

Cumnromu ua BTE (ana6oka Bencka TPoM603a u GenoapoôHa em6onja)

Bo cayuaj Ha CHMIITOMM 2KeHaTa TpeGa Ja ce coBeTyBa Na I06apa HTHA MEAHLUHHCKA IIOMOIII H Ja ro HHPOPMHpA
AOKTOpOT aeka 3eMa KXK.

CamnromuTe Ha a1a60Ka BeHcka TPoM603a (ABT) Moxe Ha BKTY4yBaarT:
- CHHOCTPQH OTOK Ha Horata a/unu CTAMANOTO WIM 3ae{HO CO BCHA Ha HOTATA;
- 6omka HJIE OCCTJIMBOCT Ha HOTQTQ IIITO MOKC a CE TIOUYBCTBYBa CaMO IpH CTOeHe HJIH OJIeHE,
- 3TOJICMCH2 TOIIJIHA BO 3acaTeHata Hora; LPBCHQ HH OGe360eHa KODK2 Ha HOTATA.

CHMNTOMHTe Ha Genogpo6Ha em6onuja (BE) Moxe Ja BKTy4yBaar:
- HeHajlejHa NojaBa Ha HEOÖJACHET HOHOCTQTOK Ha 3AHB WIM Op30 AAIIEHE;
- H€HAJEjHO Koe MOKC Ja Gayle MOBp3aHO CO XEMONTH34;
- ocTpa rpagua 6ONKA;
TEIIIKA CBETJIOCHA BpTorlaBuya WIM 3allleMeTeHOCT;

- 6p30 HIM HeNPABHNHO cpyeOnerbe

Hekou ox OBHE CHMIITOMH (Ha IIPUMep, "HeHOCTATOK Ha 3AUB", "Kalisiakbe") He ce CHELHDAAHH 4 MOxe na GHHAT

MOrpeliHO IIPOTOJIKYB8HH KQKO MOYeCTH HIM TIOMAIIKy CePHO3HA HACTAHA (Ha HPAMEP, Ha

PCCIIHPQTOPHHOT TPAKT).

Apyru 3HalH Ha BackyllapHa OKJIy3Hja Mo>ke Ja BKJIY4YBaaT: HeHanejHa Oomka, OTekyBae H Graro CHHO

npe6ojyBalse Ha EKCTPEMHTET.
whNE OHE A4ME

AKO OKJIY3HjaTa Ce CJIYAH BO OKOTO CHMIIT T OX 6e360JHO 3aMarJ1yBarbe Ha BHAOT, WTO
MOKC Aa HalpenyBa AO ry6eRe Ha BMAOT OT MOXE Aa CE CJIVUH PeUHCH BEAHAIN

nv0
Pu3nk 3a aprepucka Tpom6emÖonnja (A

Sy
EnnaeMHoJIollKHTe CTyAMA ja HOBp3aa ynotpe a JEX

3
9

3TOJICMCH PH3HK 3a apTepucKa TpoM6oeMGonnja
(MHoKap1eH HH@apKT) HIM 3a WepeOpoBackynapHu HQCTQHH (Ha IPHMEP, TPQH3HTOPCH HCXCMHHCH Hamad,
MO3Ou€H yAap). Aprepuckata TpoMGoemOosInja More Aa Ouge PaTarHa.

Pusux bakTopu 3a ATE
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PE3MKOT OX apTePACKH TPOMÖOEMÖONHCKH KOMIMIAKAUAH MH Ha wWepeOpoBackymapHH HACTAHH Kaj
KOPHCHAUKHTE Ha KXK ce 3rojlemyBa Kaj 2KeHH co dakTopH Ha PH3HK (Baum Ta6ena). JacmuH e

KOHTPAHHAHLMPAH QKO KEHATA HMA eJEH CepHo3eH MIM NoBeke PaKTOPH Ha PA3HK, KOM ja CTABAAT Ha BHCOK

pu3uk 3a apTepHcka TpomOosa (Bun Aen 4.3). Ako 2keHaTa TloBeKe ON eJIEH pakTop Ha PH3HK, MOKHO €

STOJIEMYBAIbETO Ha PH3EKOTa € HOrOJIeMO OA 36HPOT Ha HHAUBAAYANHATE PAKTOPH - BO OBO} cy4aj TpeGa na ce
3eME BO IPÉTBHI Hej3HHHOT BKYMeH PA3HK. AKO OHHOCOT Ha KOPHCTA H PH3HKOT CE CMeTa 3a HeraTMBeH, He Tpeba
aa ce mpemuurypa KXK (Buxan gen 4.3).

Ta6ena: Pusnk daxtopn 3a ATE

Camnromu na ATE

Bo c11yyaj Ha CHMIITOMM 2KeHaTa TpeOaa ce COBETyBa Ja 106apa HTHA MeAMIMHCKa IIOMOIII H 1a ro HHOODMWPQ

IOKTOPOT aeka 3eMa KXK.

Cumntomute Ha Lepe6poBackynapeH HacTaH MODKCC Ja BKIIY4yBaaT:
HeHajlejHa BKOHQHCTOCT MIM CJI26OCT Ha JIHUETO, pakaTa WIM HOTATA, ocoGeHO Ha eHHA CTPAHA ON TENOTO;
HeHaJejHa TIOTELLIKOTUja CO Oferbe, BIpormaBuya, ryGewe Ha PAMHOTCDKQ HIM BPTOTJIABHNA;
HEHAaNEjHA KOHŸy3Hja, IIOTCIIIKOTHM CO TOBOPOT WH paz6HpaHe;
HeHanejHa NOTELIIKOTHja CO BHAOT HA CAHOTO HJIH ABETe OUH;

HEHanejHA TCIIIKQ HAM MPOAOHTUPAaHa TIIABO6OIKA 6e3 IIO3HQT2 ND

TyÖelbe Ha CBECTA HCCBCCTHIIQ CO WIM 6e3 Harlan.

Ipuppemenute CHMIITOMH YKaKYBAAT H2CTQHOT € TPQH3H po
X amEN

a ©
Cumnromure Ha MHOKApAECH undapkr (MH) moxe ya BK11yuyB

- HETIPHjATHOCT Koja 3payM KOH rp6or, BATHata, TPHOTO, pakaTa, CT
YYBCTBO Ha HCIIOJNHETOCT, JIOMIO BapeHe HIM TyILIEIHE;

- TIOTEHE, ragetbe, NOBpakatbe, BPTOTIIABHLA;
- EKCTPEMHA ca60cT, HEPBO3A HIN HCHOCTQTOK Ha 371NB;
- 6p30 HIM HEIIPaBHIHO cpueOuere.

- 6oJIka, HeTIPHjATHOCT, TIPHTHCOK, TE3KHHA, YYBCTBO Ha CTera JIHE TPaAMTE, pakaTa WIM MOAatTpanHaTa kocka NE7 cK
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e Tymopu

Bo Hekou CIIWHCMHOJIOIIIKM CTYAAH OUI NPMjaBeH STOJIEMEH PH3HK ON ICPBHKQJICH KapHHHOM Kaj KOPHCHHHKH
HpH AOrOTpajHa ynoTpeba (> 5 rOXAHH), HO U IIOHATAMYy IIOCTOM AHCKYCHja OKOJIy Toa, AO KOj CTCIICH OBa BJIAja€
Ha APyTuTe kako CeKcyasIHO OAHECYBARE H APyTHTE dakropn KaKO XyMaH Har1noMa Bupyc (XIIB).

Mera-aHas1n3uTe on 54 EIIHNEMHOJIOLIKH CTYAAH nokaxaa eka HMa Onaro mokayeH peratTaBex pa3uk (RR=1.24)
3a 10jaBa Ha KAPLHHOM Ha N0jka Kaj XeHHA KO KopacTaT KOK. ZTOJIEMEHHOT PA3HK NOCTETIEHO HCUE3HYBA BO TEK
Ha 10 roxuxu no nipekux Ha ynorpeGara Ha KOK. Bugejku KaPLHHOMOT Ha N0jka ce jaByBa peTKO Kaj CHA NOL
40 TOHHIIIHO BO3PACT, 3TOJICMCHHOT Opoj Ha AHjATHOCTHUHPAHH KapHHHOMH Ha J0jKa kaj DKCHM KOM KOPHCTQT HIM

Kopuctene KOK e Man Bo cnopen6a co CEBKYIIHHOT PH3HK 3a KAPLHHOM Ha A0jKa. OBye CTVAIMH He IIOKAKyBaaT
AOKa3H 3a IIOBP3aHOCTa. OBaa nojaBa Moke Ce HOJDKH Ha TIopaHaTa HAHjATHO3à Ha KapHHHOM Ha NOjka Kaj KCHH
kon kopucrat KOK, 6xonomxuTe ebertu Ha KOK wan on ABara dakTopn. KapyuHomor Ha A0jKaTa
Kaj kopacauux Ha KOK Bo cnopegGa co >KEHH Kou He Kopuctene KOK e KIIMHHYKH TlOMaJIKy HANPEHHAT.

Bo perku cayaan Guxe npjasenu OeHurHA, à MHOTY IOPeTKO MAJIHTHH TYMOPH Ha UPHHOT APO6, Ka)
KOPHCHHUKH Ha KOK. Bo usonnpanu c1yyam oBHe IIPOMCHM AOBEJIE AO IOjaBa Ha >XHABOT-3arPO3YBAUKH

HHTpaaGHOMAHANHA xeMoparun. Kaj >KEHH kon KopucTar KOK, Bo xubepenuujannaTa AujarHosa TpeGa na ce
3eM€ BO IIPEABHA XCIIQTQJICH TYMOP IIPH MojaBa Ha CHJIHQ Gonka BO TOPHHOT ACI Ha A6OMEHOT, 30JIEMYBAlbe Ha

xemapoT HJIH 3HAIII Ha UHTPaa6OMHHANIHO KpBaperbe.

Co ynotpe6a Ha BucoKo-go3upaHu KOK (50 ug eTHHAMECTPAHHON) PH3HKOT 3a EHAOMETPHjATIEH H OBAPHjAJIEH
KapIIHHOM ce HaMaJlyBa. Fann oBa ce oxHecyBa U Ha HHCKO-AO3HPAHHTE KOK ocTanyBa Ja ce NOTBpAM.

e Hpyra cocroj6n

IIporecTuHckaTa KOMMOHeHTa Ha JaCMAH € aHTATOHHCT Ha QJJIOCTCPOH CO KapaKTepHCTHKH 3a Ha

kan1yMm. Bo mopekero cIyyaH He ce OuekyBa 3rOeMyBalbe HA BPCHHOCTHTC Ha KAIHyM. Cenak, BO KJIHHYYKA

CTyAnja Kaj HEKOH TAHHEHTH co CHa60 MO yMepeHo 6y6pexHO OLITeTYBaHwe H ynotpe6a Ha MEIHIHHCKH
IIPOH3BOHM IIITO TO IIITCIQT KANHYMOT, 38 BpeMe Ha 3€MaHbCTO Ha APOCHHPEHOH, CEPYMCKHTE BpeJHOCTH Ha

KAJIHYMOT, cma6o, HO HE3HAYNTEIIHO ce 3roneMuNe. Tlopa1n Toa, ce nperopauyBa Aa ce NpoBepyBaaT CEPyMCKHTE
BPCHHOCTHTC 3a BpeMe Ha IIPBMOT IVKJIYC Ha TpeTMaH Kaj HAaumeHTH CO IIPMCYCTBO Ha OyOpexHa
MHCybHIHeHLNMja UAH CepyMCKH BpenHOCTH Ha KaJHYMOT Ovse Ha TOPHaTa pebepentna rpann1a per
TPETMAHOT, a OCOGeHO 38 BpeMe IIPH HCTOBpeMeHa ynoTpeOa Ha MCHHIHHCKM IIPOH3BOAH WTO TO IITENAT
KayIMyMOT. Bugu HCTO BO JenoT 4.5.

Kennte co xumeptpurnulepugemuja Hm co bamnymjapna npenncnosnunja 3a TPHTAHUHPHNEMNja, MOKC Ja
HMaaT 3TOJICMCH PE3HK 3a II0jaBa Ha DAHKPEATATHC, IIpH KOPHCTÈRE Ha KOK.

Vako ce 3a6erexyBa Mal HOpacT Ha KPBHHOT IIPHTHCOK Kaj KOpACHALH Ha KOK, perko ce jaByBa KJIHHHUKH
3HayaeH MopacT. CaMo BO OBHC PCTKH CHY4AH OIIPQBQHO € HTHO Ha ynoTpebata Ha KOK. Ako 3a

BpeMe Ha yr1orpe6arta Ha KOK kaj Beke IOCToeyKa xHMepTeH3Hja, HOCTOH KOHTHHYHPQHO MokayeHa BpeMHOCT Ha

KPBHHOT IIPHTHCOK HJIH 3HAYAjHOTO 3TONÈMYBARE Ha KPBHHOT IIPHTHCOK LITO He pearnpa Ha AHTUXHNEPTEH3HBHA
Teparnnja, TpeOa Aa ce mpekuHe yuorpebara Ha KOK. Jokonky ce MOcTHrHaT HOPMQJIHM BpeOCTH Ha KPBHHOT
IIPHTHCOK CO AHTHXHIIEPTEH3HBHA Tepanuja, Moxe na ce 3a HOBTOPHO KOPHCTÈRE Ha KOK.

paamnn

Creuse cocToi6u ce 3a6e7exaHn Teka ce jaByBaaT WIWERR notpe6a Ha KOK u Bo Tek Ha

OpemeHOCT, HO HOK23HTC 3a NOoBpsaHocta co KOK ce Böhmen: bag u/n1m IIpypHTyc NOBp3aH CO

CuneHxajMoBa xopea, recTallucku XePIIEC, OTOCKJICPO3Q
YPEMAUEH CHHIIOM,

BagOT yx.
mo

Kaj xeHn co xepHAATapeH AHTHOENEM, CT3OTCHHTC €
CHMIITOMHTC Ha AHTHOE/IEMOT.

TPEAH3BHKAAT WIM BJIOIIIQTHH MOXKATLe
SyKUP *

CKONJE
9



Upu akyTHH M XPOHAUHH XCIIQTQJIHM OINTETYBAHA ce npemopauyBa IIpekuH Ha Tepannmjara, ce Noneka
XEIIATAJIHHTE BpeAHOCTH He Ce BpaTaT BO HOPMAJIHH BpeAHOCTH. [IoBTOpyBaHeTO Ha XoNecTaTcka KONTHUA
HPyPATYC TIOBp3aH CO XOJIECTA3a, Koja 3a IpBnaT ce jasuna BO Tek Ha OpeMeHOCT HIM NPA KOPHCTERE Ha

CCKCJQJIHM CTEPOHAHA XOPMOHH, Oapa mpekHH Ha KOK.

Haxo KOK moxe ga uma ebexT Ha NepudepHaTa MHCYNMHCKa PeSHCTEHAHjA MH TJIyKo3HaTa TONepaHIMja, Hema

HOKA3H 3a IOTpe6ara of MpoMeHa Ha TepalleBTCKHOT PEXAM Kaj IAUHEHTH CO AujabeT KOH KOpUCTAT
Huckonosnpana KOK (mito cogpxu < 0.05 mg erananecrpaxnon). Cenak naumeHTn co xujaGer Tpeba
BHMMQTCJIHO Ja GAJNAT HA6JbyIyBaHN, OcOOeHO BO paHaTa basa Ha ynotpe6a Ha KOK.

IIpujapeno e BIOLIyBarwe, Ha ellMercuja, Ha Kpox-oBa 6onecT x Ha KOJIMTEC pu ynoTpebaTa Ha
KOK.

enpecusHo pacnonokeHme Aempecuja ce FoOpo IIO3H2TH HecakaHH ebekTH ON yuotpe6a Ha XOPMOHAJHA
KoHrTpamenumja (Baam zen 4.8). Jlenpecujara Moxe na Öune cepmosHa u € HO6PO HO3HAT pH3AK dakTOp 3a

CYHUHAANHO oxHecyBae. Keunte KOH ynoTpe6yBaaT XOPMOHQJIHQ KOHTpalenumja Tpebaa GunaT COBCTYBQHH
Aa ce jaBaT Kaj HHBHWOT JOKTOp BO C1Iyyaj Ha IIPOMCHH BO PQCIIOJIOKCHWCTO MH ICIIPCCHBHO OJHECYBAHE,
BKJIYHHTCJIHO U KPQTKO BpeMe IIO 3ANO4HYBAHE Ha TPETMAHOT.

Moxe Ja ce jaBH Xsl0a3Ma loce6Ho Kaj KeHH CO HCTOpuja 3a XJ10a3Ma TpaBunapyM. Kenute co TeHJeHuHja 3a

nojaBa Ha XJI0a3Ma Tpe6a Ma u36erHYBAAT AMPeKTHO H3JIOXKYBARE HA COHIIC WIM YITPABHONETOBO 3pauerse
HOAEKa KOpACTAT KOK.

OB0j MEAHLHHCKH IPOW3BON COPDKM 46 mg rakTo3a Mo TaGreTa. TlaumeHTuTe co peTKa HacwleqHa HHTONePaHLmja
Ha TAJIAKTO3a, HENOCTATOK Ha Lapp JAKTO3a WIM Manar1copuumja Ha TJIYKO3a-TallaKTosa, KOM ce Ha AueTa 6e3

HaKTO3a, TpeOa OBa Aa TO 3CM2T BO IIPENBHN.

Mennunucka npoBepKa/KOHCyYATANH)A

IIpeq MOYeTOKOT Ha ynoTpe6a Ha JacMmuH, Tpe6a Aa ce 3eMe nenocHa MEIHLIHHCKA HCTOpHja
(Bk11yayBajku M haMunujapHa UcTopHja) u Wa ce ucknyuu GpemMexocT. Tpe6a na ce H3Mepu KPBHHOT
IIPHTHCOK H Ja ce H2IIPQBM MEAHLAHCKH fperJen, 3MajKH TH BO IPEABHN KOHTPAAHAAKAUAATE (BHAM nen 4.3) u

npexynpeayBaHaTa (BHAH nen 4.4). BaxHo € na ce npuBneue BHAMAHH€TO Ha %KeHaTa 3a HHDOPMALHjATA 3a
BCHCKQ U apTepHcka TPOMOO3a, BKJYUYBAÏKH TO MH PH3HKOT co JacmuH Bo cmopen6a co apyrure KXK,
CHMIITOMHTC Ha BTE u ATE, nosHaTu akTopu Ha pH3HK M WTO Aa IIPQBM BO CJIy4aj Ha COMHCBAHC 3a TPOM603a.
KenaTa Tpe6a MCTO Taka Ja Ce COBCTYBQ BHMMQTCJIHO Aa TO IIPOHMTQ YIIQTCTBOTO 3a ynotpe6a u Ha ce Ap KH AO
AANEHHOT COBET. ÖpekBeHLmjara H BHAOT Ha IPernenuTe TpeOa Ja ce 3ACHOBAAT HA BOCHOCTABEHHTE IIPAKTHYHH
BONayM M Na ce IIPHNaTONaT UHAHBHAYANHO KOH CEKOja KEHA.

KenHara Tpe6a a ce copeTyBa XOPMOHAJIHHTE KOHTPALENTUBH He IUTUTAT ON XHB undermmn (CH/JIA) u

Apyru cekcyanHo IIPCHOCJIMBH ÖONECTH.

Hamanena esbukacHocr

TaOmeTH ( JenKoHTpauentuBHHoT etext Ha KOK -mMoxe Ja ce HaMasin BO

TacTpO-HHTCCTHHaJIHH HOPEMETYBAHA (BH ACI HJIA ACT

4.5).
JIKOBH (BHAU4.2)

Hamanena KCOHTPOJI2 Ha IHKJIYCOT
Og

Q

Co cute KOK moxe aa ce nojaBx HeperynapHo KpBapeHe (K SpgiBeopa gate JIH HpoGABHO KpBaperze),
ocoGeHo BO DpBATe Meceuu Ha ynotpe6a [lopagu Toa, eBay1yall Va CO eperynapHo KpBaperse HMa
3HadeBe IIOCJIC ANANTAIHOHEH HepHOX ON oKomy 3 Mecelm.
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Jokoxky HeperynapHuTe KpBapeHa MOcTOjaT HJIH Ce NojaByBaaT Nlocsie IIPCTXOHHH peryapHu KpBapersa, Tpe6a
Ja ce 3eMAT BO IpeABAA HE-XOPMOHANHA IIPMHHHM U HHAUUAPAHH ce IHjATHOCTHYKH MCPKH 3a Aa ce MCKJIHH
MAJIMTHHTET HIM ÖpeMeHocT. Opa MOKC JA BKJIYy4H KHPETAXA.

Kaj HEKOH DKCHH Moxe Na He Ce jaBH IICEBAOMEHCTPYAIHO KpBaperse BO HepHOuoT 6e3 TaGneTu. Ako KOK ce
3eMaaT MO YIATCTBATA ON NENOT 4.2 HeBepojaTHO € Heka 2KeHaTa € Opemena. Mefyroa, ako KOK He One 3emexu

cope, ymaTcTBaTa, npen IIPBOTO IIPOIIIIITCHO IICEBAOMEHCTPYAJIHO KpBaperbe JIH QKO He ce jaBuse ABe
HOCJIeNOBATENHA IICEBAOMEHCTPYAJIHH KpBapeba, MOTpeOHO € Wa ce HCKIYUH GpeMeHocT Npey Aa ce IIPOHOJDKH
co ynotpe6a Ha KOK.

4.5 Unrepakunn co {pyri JICKOBM U ApyTa GOPMH Ha HHTEPAKUHH

3aGeneiuxa: Tpe6a na ce pasrieqaar HHŸOPMAUMATE 3a IpPeNAIDAHHTE JICKOBM ITO HCTOBpeMeHO ce
yhotpeOysaat, 3a Ja ce HIICHTH HOTEHLM)ANHATE HHTEPAKLMN.

e Edextu Ha Apyrv MeIHIMHCKH IIPOM3BOAN Ha JacMHH

Moxe ya ce NOjaBaT HHTCPAKIHH CO JICKOBM KOH TH GHAYHHPAAT MHKPO3OMAJIHHTE CH3HMH, IITO MOKC NA

PC3JJITHPQ CO 3TOJICMCH KJIMpeHe Ha IIOJIOBHTC XOPMOHH A WTO MOKC Ja HOBCHQT AO IpPo6HBHO KpBapere u/usm

HaMaJIyBarbe Ha Ha KOHTpallenTHBHOTO CPEACTBO.

Y1paByBame

Moxe na ce Zabenexn eH3HMCKa MHAIYKIIMja Beke IIO HeKONKy MCHA ON TPETMAHOT. MakcumanHa CH3MMCKQ

HHAyKIMja TCHCPQJIHO ce TIeMa BO POK ON Hekolky Henenm. Ilocne MpekkHyBame Ha TepallujaTa co JICKOBM

EH3UMCKATA HHAYKHHja MOKC a ce Op>KU 3a OKONY 4 HeNenn.

KpatkotpajHa Tepar1nja

Kenute Ha Teparäja CO eH3HM-AHAYHAPAUKH JICKOBH Tpe6a IIPHBPCMCHO Aa KOPHCTQT OapvepeH MCTOH HIM Apyr
MCTOA Ha KOHTPAHENHHAjA, HIOIIOJIHHTCJIHO CO KOK. BapnepHHoT MeTOA Mopa Ja ce KOPHCTH ICJIO BPCMC BO TCKOT
Ha HCTOBPEMEHATA Tepannja CO JICKOBM U 28 HeHA 110 HEj3HHOTO MpekHHyBalbe. AKO Tepalivjata CO JIEKOT Tpae A
110 3aBPIUYBAHETO Ha TaGnerure BO KOK nakyBarseTo, caeaHoTo KOK nakyBarse Tpeba Ja ce CTApTyBa BeAHAU,
6e3 BOOGHYaeHHOT croGonen HHTepBan 6e3 TaOseTH.

JHonrorpajna Tepannja

Kaj DKCHHTC Ha AONTOTpaeH TPCTMQH CO XÉNATANHA CH3HM HHAYHAPAIKH QKTHBHM CYHCTAHUHH, CE lpenopadyBa
APYT CHTYPEH, H€-XOPMOHAJICH MCTOH Ha KOHTpallentyj a.

CrexanBe HHTEPAKIIHN ce 3a6eJeKaHHA BO JIHTEPATypaTa.

Cyncmanyuume wmo 20 3eonemyeaam xnupencom na KOK (namanena eburacnocm na KOK 00 ensumcka
Ha np:

Bap6utypatu, GoceHTan, Kap6amMasenH, DeHATOHH, NPAMAAOH, pAPaMnALHH, AH XHB JekoBH pATOHABUP,
HCBHPQIIMH H H MOXKEOH, HCTO Taka (erGaMar, ,JPHÇCOPYJIBHH, OKCKAPOASNIHH, TOIIHP2MQT u

HPOH3BOHH KOU TO COHPDKQT XCP6QJ1HWOT JIOK KaHTapnoH (hyperieuyn#pNoratum).

45
Cyncmanyuu co npomennusu edbermu ep3 krupencom na

Kora ucrospemeno co KOK ce naBaaT MHOry KoMOnHayMu Ha X

m

55

HHXHOHTOPH Ha peBeP3HÔHNHA TPAHCKPHNITAIA, BKITyuyBäflenrRO yuu co XLIB unxu6utopu, Moxe na Tu
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3rOJEMAT HIM HaMaslaT 11JIa3MA KOHIIOHTPQIIMMTO HA CCTPOTCH HIM HPOTÈCTAHH. Hero epeKTOT Ha OBHE IIPOMCHM
MOKC BO HCKOM CJIVAAN Aa 6Ouge KIIHHHYKH pesIeBaHTeH.

3aT0a, 3a HCTOBpEMEHA ynotpe6a co nexopn Tpe6a na Öunat
KOHCYITMpaH 38 HACHTUPUKyBalbe Ha HOTEHNMjANHATE UHTEPAaKIIHM MH CHTe NOBp3aHu Mpenopaku. Bo cryyaj Ha

COMHEeBalbe, DKCHHTC Ha TEPANHjA CO IIPOTC83Q HHXHÖHTOPH WIM HE-HYKIIEO3HAHH MHXHONTOpH Ha PEBEP3AOHMHA
TPAHCKPHIITA3A Tpe6a Na KOPHCTAT AONONHATENEH GapHepeH METON Ha KOHTpallenyyja.

Cyncmanyuu wmo 20 namanysaam knupencom na KOK (exn3umcxu unxubumopu):

KomanuKoto 3Hauele Ha HOTEHHMjANHUTE HHTCPQKIIH CO HHXHOMTOpH OCTAHYBA HEIIO3HATO.

Hcrospemenara ynotpe6a Ha cuau CYP3A4 HHXHOHTOPH Moxke Ja TH STOJIEMH IIJIQ3MQTCKHTC KOHICHTPQIHH
Ha CCTPOTCH MM HPOrECTEPOH WIA U Ha JBATA.

Bo cryxuja co roBekekpaTHH 1O3H Ha KOMÖHHaNMja ApocnupeHou (3 mg/neH)/ erunnnectpannon (0,02 mg/neH),
HCTOBPEMEHATA aNMUHACTpauuja Ha cuneH CYP3A4 uHXH6HToP KeTokoHason 10 xexa ja 3ronemuna AUC (0-
24h) Ha APOCIHPEHOH x eTuHunecTpanuon 3a 2,7 natu u 1,4 naTH, COONBETHO.

Ce nokaxaro xeka xosuTe Ha eropakokcu6 ox 60 no 120 mg/ AeH ru 3romeMyBaaT IIJI23MQTCKHTC KOHNEHTPaIHH
Ha eTMUHHNEecTpanmon 1,4 no 1,6 naTH, COOABETHO Kora Ce 3eMaaT HCTOBPEMEHO CO KOMÖHHHPAH XOPMOHQJICH

KOHTpallenTHB WTO COHIPDKM 0,035 mg eTHAHANECTPAHAON.

KAHHMUKUTE MONATOIM MoKaxKale eka ETHHANECTPAAHON ro UHXHÖHpa KApeHcOT Ha CYP1A2 cynctpatute,
IIITO AOBeJyBa MO Cra60 (Ha TIPHMep, TEOPANHH) WIM YMepeHO (Ha NPAMEP, TH3AHAAUH) 3POJIEMyBalbe Ha

HHBHATA KOHIIEHTPAIMjA BO IJIA3MATA.

e Edextu Ha JacmuH Ha npyrn 1ekoBu

KOK moxe na BiInjaaT Ha MeTaOONU3MOT Ha ONPENEHH Apyru CYTICTaHIIMM. COOABETHO, IIJIQ3MQTCKHTC M

TKHBHUTE KOHICHTPALIHH MODKC AA ce 3TOJICMQT (UP. IMKIOCHOPHH) HM HAMAJIAT (NP. HAMOTPATHH).

Bp3 ocHOBa Ha BHBO HHTEPAKIMOHHTE CTYAMM Kaj DKCHCKM AO6POBONLM KOM KOPHCTAT OMEIIPA30N, CHMBACTQTHH

WIM MHJA3OJTAM, KaKO MaPKMPaHH CYMCTpaTH, KIIMHHMKH 3Ha4ajHa UHTEPAKIMja MOMery POCIIMPCHOH BO A034
OZ 3 mg CO QKTHBHH CJIICTQHIH Kou ce MeTaborH3upaaT IIPeky HHTOXPOM P450 ce cmMeTa 3a HeBepojaTHA.

KauHuuxuTe IIOHQTOIIH NokaxkyBaaT WeKa ETUHHNECTPAAHON BPIIH HHXHOHUAjA Ha KMMpeHcoT Ha CYP 1A2
cyOcTpaTuTe IIITO AoBeyyBa HO cabo (Ha mp. TEOPANAH) wim yMepeHo (TH3AHHAHH) 3TOJIEMYBarse Ha HHBHQTQ

mya3Ma KOHUeHTpalnja.

e DapMakOHHHAMCKH HHTCPQKIHM

3a BpeMe Ha KJIMHHHKHTC HCNMTYBAHA CO NANHEHTH TPCTHPQHM 3a HHderumu CO BAPYCOT Ha xenaTuTuc LI
(XIIB) co MCHIWIIHHCKH NPOH3BOAN KOH COAPKAT OMOHTACBAP/TAPATANPEBAP/PATOHABAP À AACAGYBHP CO ATH
6e3 Ha TPaHCaMHHa3aTa (AJIT) TIOBHCOKH HCOKH OA ropHaTa
HOPMaJiHa FPaHHUA, ce jaByBaaT 3H8HHTCJTHO MOUECTO KA DICHM KOH K trarrhdiBaay oh,compat eTHHUI

KOMGIIIHHPEHH XOPMOHCKM KOHTP8H6HTMBHKako ITO ce S. Tlonomuirse fu HCTO Taka, Kaj
IIQIIHCHTH TpeTupaHH co TAAKANPEBAP/THOPEHTACBNP MAR CC

3aGerexaHn ce TOKayyBalba Ha AJIT kaj 2%KeHu KOM KOPHCTENE neko

x

TPAAHON, KaKO
INTO ce KXK (sugu xen 4.3).3aroa, KOPHCHHIHTE Ha JacmuH Mopa Aace MBCH MCTOA Ha

pa 2 HEAEJIH no
KOHTpamenmmja (Ha p., Tpalenmmja camo co mporectareH WIM HEXOBMOHANHE Mergam EN Aa 3ATOUHAT
co Tepannja CO OBMC Ha JIeKOBH Jacmun
3aBpIllyBalbeTO Ha TPETMAHOT CO OBHC KOMÖHHHPAHH POKHMH Ha JICKOBY

Kaj IIQLIWCHTH Kon HeMaar 6GyOpexHa HACYbHIMEHLMja, HCTOBpeMeHATA yuoTpe6a Ha ApocnnpexoH u ACE
HHXHÖHTOpn mm NSAIDs He nokakana 3Hauaex ebeKT Ha CepyMCKHOT Cenak, HCTOBPEMEHATA
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ynotpeOa Ha JacmuH CO AHTATOHHCTH Ha AHAOCTEPOH HIM AMypeTHUM WTO TO IIITCHQT KasIMyMOT, He Onsa

npoyueHa. Bo oBHe c11yyau, CepyMCKHOT KaslyHM TpeGa Ma Ouse TecrupaH 3a BpeMe Ha MpBHOT TCPQIIMCKH
uukayc. Bugu ucto Taka Jen 4.4.

e Apra dopmu Ha uHTepakumja

e Jla60opaTopuckH TecToBH

VnorpeGara Ha KOHTDPALIETITHBHHTE CTCPOHIIM MOKC Ja BAMjae Ha pe3yITaTHTe Ha HeKOH

TECTOBH, BKJIY4YBajKA TU GHOXEMACKATE MapaMeTpH Ha XETIATAJIHATA, TAPOHAHATA, AJPEHAIHATA MH PCHQJIHQTQ

byHkumja, IIJIQ3M2 KOHUEHTPAILHHTE Ha IIPOTEHHHTE (HOCAUH), KOPTHKOCTEPOH] BP3YBAUKHOT-THOGYIUH H

HAIHAHUTE/NMIONPOTEUHCKATE PAK, MapaMeTpute Ha KaPOOXHAPATHHOT METAÖONH3AM A II2P2MCTPHTC Ha

koaryraumja u DaGpunonnsa. [IpoMexuTe reHepanHo ocTaHyBaaT BO PaMKH Ha HOPMQJIHHTC 1a60PaTopcku
BPeAHOCTH. Apocrnpenox NpeAA3BAKYBA 3TOJICMYBQEC Ha 111a3Ma PCHHHCKATQ AKTHBHOCT H INJIA3MATCKHTE

BPCHHOCTH Ha allOcTepoH, 3aPAHH CBOjATA Grara AHTHMHHEPANOKOPTHKOANHA AKTHBHOCT.

4.6 IlnoaHocT, 6pemenocr u Aoelbe

BpemeHoct
Jacmux He e HHAMIMpaH 3a BpeMe Ha 6pemMeHocT.

Ako ce CJIyAH ÖpeMeHocT 3a BpeMe Ha ynoTpeOata Ha JacMuH, JICKOT TpeOa BenHam Ja ce TIPeKHHe.
EkcTeH3HBHUTe EIIMNEMHOJIOLIKN CTYAUH He NokaKaa HHTY 3FONeMeH PH3HK ON AedeKTH Kaj HOBOPOAeCHHTE
Hella ON DKCHH KOH KOpucTene KOK npex Opemenocta, HHTY Mak TepaToreH ehexT kora KOK ce 3CMQJIC

HCHAMCPHO 3a BpeMe Ha OpemeHocta.

CTyAHHTe Kaj DKHBOTHH Tokaxasie HeCAKAHH etbeKTH 3a BpeMe Ha GpeMeHocTa H IaKTaunjra (BHAH nen 5.3). Bp3
OCHOBA Ha OBHC IIONATOIIM Kaj XHBOTHH, nopazu XOPMOHAJIHOTO AEJCTBO Ha QKTHBHHTC COCTOJKH, HCCAKQHHTC

ebekTH He MODKQT Ma ce ucKyyaT. Cenak TCHCPQJIHOTO HCKyCTBO co KOK 3a BpeMe Ha GpeMeHocTa, He

o6e36enx AOKa3 3a BMCTHHCKM Hecakan edbeKT Kaj HYFETO.

PacnonoxXMBUTe IIOHQTOIM ON YnoTpebaTa Ha JacMHH BO TeKOT Ha GpeMEHOCTA ce IIPCMHOTY OTP2HMHCHH 3a Ja
OBO3MODKQT 3AKIIyYOIIH 3a HeraTHBHUTe ecbeKTH Ha Jacmun 3a BpeMe Ha Opemenocta, 31paBjeTo Ha hEeTycoT HM
HOBOPONEHYETO. Jo NeHec He HOCTOjAT PACHONOKIABH EIIHAEMHOJOLIKH HOJATOUH.

Tpe6a na ce 3eMe BO npenBux 3roneMeHHOT pusuk 3a BTE 3a Bpeme Ha NOCTNAPTANHMOT IICPHOH Kora IIOBTOPHO
ce TIOUHYBa co JacMux (Buxu Ane 4.2 u 4.4).

OTHE
KOK moxe Ja BJIHjaaT Ha NaKTamnjara, Gnunejkn MOXE Ja TO HAMAJIAT KOJIHUECTBOTO U COCTABOT Ha Maj4HHOTO
Mueko. 3aToa TeHepas1Ho, KOK He ce nperopauyBaaT 3a ynoTpeOa ce Noneka MajKaTa Koja JOH He ro oxône
cBoeTo AeTe. Mana KONHUAHA Ha KOHTPANENTHBHHTE CTePOHAH HUBHH METAÖONHTH MODKC Ja ce

eKCKPETHPAAT BO Maj4HHOTO MJIEKO, 3a BpeMe Ha ymoTpeOata Ha KOK. Ogre KONHYHHH MoXe Ja BIHjAAT Ha

AETETO.

4.7 Edertu Ha CnocoGHOCTA 3a Bo3sewe H pakyBalbe CO M2IIIMHM

MAIIHHH He ceHe ce
pD

Ha woBU "m
Ha COu

3a6eneKaHy €pekTA Ha 3a HHH Ka KOPMCHHHKM Ha KOK

z a

4.8 Hecakann

BHAH MCTO BO AeNOT 4.4.

zo 0:
w 7 x

4

3a CCPHO3HHTC HECAKAHH etpekTH IIOBP3aHH CO
*

#nero Play
9

Crexause HecakaHu eheKTH Ce IIPHjaBeHH npu ynorpe6a Ha Jacmux:
13



Onac Ha CCJICKTHPQHH HÉCAKAHH PÉAKHHH

Bun 3a0enexaH 3roreMEH PM3HK Ha APTePACKH WM BCHCKH TPOMOOTHUHH H TPOM6OEMÖONHYHH HACTAHH,
BKIY4yBajkH MHOKAPAEH HHAPKT, MO3OHCH yap, TP2H3HTOPCH HCXEMHUEH HANAX, BCHCKQ TPOM603a U

TIyJIMOHasIHa emGoruja Kaj >KEHH Kon ynoTpebyBane KXK, kon ce OTIHIIAHH BO TOBeKe CTAJIH BO HCJIOT 4.4.

- BCHCKM Tpom6cemOomucKH HAPYIHYBAHA
- QPTCPHCKH TPOM6OEMÖONIHCKH

TYMOPH Ha xemapoT
- I0jaBa HJIH BJIOIIIYB2HC Ha COCTOjOH 3a KOM TIOBP3aHOCTa co. ynoTpe6 Kponosa

O CE OIIHIUAHH BOCrexause CépHO3HH HeCAKAHH PEAKHHH CE IIpHjaBeHu XKEHH KON YIIOT
aeroT 4.4 TIoce6Hn Mepkn Ha NpeTMa3MBOCT 1 MoceOHU

weSe mm
< © aewm

> ©

epATEMATO3YC, TeCTANHCKH xepriec, CHAEHXAjMOBA xopea, XEMOJIHTUUEH yp HAPOM, XONECTATcKa
DKOJITHII2
- XH043Ma

CTCMCKH JIVIICGonecT, KOJIMTHC EIHJIENCHja, MHTPEHA, YTCPHH MMO Hop

- QKYTHM 14 XPOHHHHM HapylilyBalba Ha XCIIQPOT LITO MODKC Ja PEAH3BAKAAT IIPCKHH Ha ynoTpebara Ha KOK
AONEKa IIOKA3aTeIHTE Ha PYHKHHjATA Ha xemapoT He ce BPQTQT BO HOPMAJIA.
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- Ka) DKCHH CO HQCJICHCH AHTHOËJÈM CT3OTCHHTC CCTPOTCHM MODKC AA TH IIPCHIM3BHKQQT WIM BJIOIIIQT CHMIITOMWTC
Ha AHTNOENEMOT.

DpekBeHLHUjaTa Ha Ha KapIIMHOM Ha JOjKHTe e MAJIKY 3roneMeHa nomefy KOK
KOPHCHHYKHTe. bunejKH KAPHHHOMOT Ha NOjKH € pexok kaj xXeHH nog 40 FOAHIUHA BospacT, OpojoT Ha

lojaByBaH€ € OMAN BO OHIHOC Ha BKYNHHOT PH3HK Of KaPLHHOM Ha JojkH. Tloppsanocta co ynorpeGata Ha
KOK ne e 103HaTa. 3a HOnOïHHTENHA HHDOPMaNAA BO CJIOT 4.3 u 4.4.

On aHTepakHUTE Ha JPYTH JICKOBM (EH3AMCKH UHAYKTOPH) CO OPAIHATE KOHTP2HOIITHBH MOKC Ja PESVITHPA
1poGHBHO KpBapeHe a/ura KOHTPALEITHBEH Heycrex (BHAH Jeu 4.5).

BaHe Ha COMHHTCJIHH HeCAKAHH PEAKIIHH
IlpujaByBaHeTO Ha COMHHTEIHN HeCaKaHH PeaklUH NO o106pyBaHe Ha JICKOT € B&KHO. Toa OBO3MODKJB2
KOHTHHVHPQHO CHE HA OHHOCOT KOPHCT/PH3HK Ha JIeKOT. HecakaHuTe peakiHH ON JICKOBUTE MOKC Ja Tu
npujagaTe Bo HarmoHashunor LeHTAp 3a PapMaKOBATHNAHUA NPA AreH1mjaTa 3a JeKOBM U MEAALHHCKH CPCIICTBQ
(yn.CB Kupun u Metoguj 6p.54 Kar 1) mnn no eJekTpoHCKH maT mpexy BeO CTpaHa Ha Arekumjara
https://malmed.gov.mk/,

4,9 Iperosznpare

Jlocera He IIOCTOM HCKYCTBO 3a IIpenosnparbe co Jacmux. Bp3 OCHOB Ha OIIIIITOTO HCKYCTBO CO KOMÖHHHPAHH
OPQJIHH KOHTpalenTuBu, CHMIITOMHTE ITO MO)KAT Ja ce IIOjABAT BO OBOj CHIyda) ce: Tanelbe, NOBpakawe U

Ipo6HBHO KpBaperbe. Ilpo6uBHo KkpBapeHe MOXE AYpH Aa ce jaBH AYPH H kaj HEBOjUHIHA pe MeHapxa, ako
CJIYHQJHO ro 3CMAJIC OBO] MCIIHIIHHCKH IIPOW3BOA. He nocToH AHTHAOT H MOHATaMOLWHHOT TpeTMaH TpeGa Ja
OHNE CHMITOMATCKH.

5. APMAKOJIOIIIKH IIOIIATOII

5.1 PapMakoAHHAMCKH CBOjCTBA

Dapmakorepanegrcka rpyna (ATL): porecrorenu u ecrporenu, OHKCHH KOMOHHALAU
ATI kon: G03AA12

Pearl uHyexc 3a Heycnex Ha MeToy: 0.09 (ropHa aBocTpana 95 % rpaHuia Ha xoBep6a: 0.32).
CeBkyneH Pearl xxrekc (Heycnex Ha MeTox + Heycnex Ha naumeHrt): 0.57 (ropHa xsocrpana 95 % TpaHn1a Ha

AoBep6a: 0.90).

KoHTpaulenTuBHHOT ebekT Ha JacMHH ce TeMeJl Ha UHTEPAKLIMja ON HCKOJIKY PakTOpH, OX KOM Haj3HayajHH ON
OHHC IITO Ce BHACHH Ce HHXHOHUHAjA Ha H MpOMeHH BO EHIOMETPHYMOT.

JacmuH € KOMÖHRHPaH OPAJIeH KOHTPANENIENTUB CO ETHHHNECTPANHON H IIPOTCCTOTCHOT ApocnupeHou. Bo
TepaneBTcka 11038 APOCHHPeHOH ucTo Taka a AHTHAHAPOTEHH H yMepeHO AHTUMHHEPANOKOPTHKOHAHH
kapakTepHcTHKH. Toj HeMa ECTPoreHo, Ha
APOCHHPEHOH PapMaKOJNOLUKH npopuy

0 M AHTATJIIYKOKOPTHKOHAHO AE)CTBO Opa MY aaBa Ha

ma HHAHKANHH ON KIHHHUKH CT

YMCPCHHTC AHTHMAHEPAJNIKOPTHKOU/
THMHHEPAJIKOPTHKOH!IEH epexT NpoHsleryBa On
acMHH.

ec
Ae

61 46

5.2 DapMakOKHHeTCKH CBOjCTBA

e pocunpenou
fo22

0 9*

Ancopnunja
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OpanHo JHAHEHHOT APOCHIIMpeHOH 6p30 MH cKOpo ICJIOCHO ce ancopOupa. MakcumamHaTa cepyMcka
KoHuentpannja on 38 ng/ml ce mocturHyBa 1-2 yaca No exnHeuxa HHrecruja. BuopacnosoxsMBocta € rromefy 76
u 85 %. Ucroppemenata ynoTpe6a co xpaHa He BJIHjae Ha ÖHOPAcIONOKIIMBOCTA Ha HPOCHHPEHOH.

HcTpnöy1mja
Tlocne opanHa anMmuHHCTPaumja, CepyMCKHTe BpeHOCTH Ha APOCHAPEHOH ce HaMallyBaaT CO TCPMMHQJICH Nosy-
DKHBOT on 31 uac. Apocrapexox ce Bp3yBa 3a CepyMCKATE anOyMHHH H He Ce Bp3yBa 3a CeKC XOPMOH

Bp3yBaukOT r106yamn (SHBG) mm KopTuko Bp3yBauKUOT r106yrAH (CBG). Camo 3-5 % of BkymHaTa

cepyMcka € BO BHA Ha CJIO6OHICH cTeponn. ETHHHNIECTPaAHON-AUHNYUMPaHHOT TIOpaCT Ha SHBG
He BJIHjae Ha BP3YBaeTO Ha APOCIIMpeHOHOT 3a CEPYMCKHTE IIPOTEHHH. OCHOBHMOT BOJIYMCH Ha AUCTPAGYHHjA
Ha ApocnupeHouot e 3.7+1.2 I/kg.

Buorpanuchopmaunja
Apoc1mpenon ekCTeH3HBHO ce MeTa6onn3npa Noche Opanka aAMHHHCTPaumja. MeTabonntu BO

IJIA3MATA Ce KUCENHHCKU QOPMH Ha APOCHApEeHOH COSIANEHA CO OTBOpalbe Ha JIQKTOHCKHOT IIPCTCH H 4,5-
AMXHAPO-apocnapenoH-3-cy1DaT, DopMupa co penykunja u nocnenoBatenHa cy1baramnmja. HpocnupexoH e

HCTO Taka IIPCAMCT Ha OKCHHQTHBCH MeTAGONH3AM KaTan1usnupan O7 CYP3A4.

Vin BHTpo, ApocnMpeHou e cnocoGex c1a60 HO yMepeHo Ma TH HHXHÖHpa UHTOXPOM P450 ensumure CYPIAI,
CYP2C9, CYP2C19 u CYP3A4.

Enumnnarmja
CepyMcKHOT MeTa6oneH KJIMPCHC Ha ApocnnpeHoH e 1.5+0.2 ml/min/kg. IpocrnpeHoH ce ekckpeTupa camo BO

Mai KOJIHYMHH BO Hempomeneta bopma. MeTa6onuTuTe Ha APOCTIAPEHOH Ce CKCKPCTHPQQT co penec H YPHHA BO

CKCKPCIIMOHCH OfHOC of okony 1.2 go 1.4. Ilo1yXHBOTOT Ha ekckpeimja Ha MeTaGouMTUTe CO YPHHATA u

demecor e okony 40 yaca.

CocToj6u Ha HHHAMHUHA PAMHOTEXKA

3a BpeMe Ha TeParlHCKHOT HHKIIYC, MQKCHMQJIHHTO COCTOjOH Ha MMHAMHYHA PQMHOTCXKQ Ha APOCIHHPEHOH BO

cepyMoT on okony 70 ng/ml ce gocTurnysaaT no OKony 8 HeHa on Teparmjara. CepyMckuTe BPCHIHOCTH Ha

APOCHHPEHOH ce akyMysIMpaaT CO daKTop Of OKONy 3 KAKO TIOCJIEAMIIA HA OHHOCOT HOMeFY TEPMMHANHHOT NONY-
DKHBOT U IICPMOHOT Ha AO3HPAHE.

Tloce6Hu HOnyJalmoHM TPYIIM

Eqexm na 6yOpesicna uncydbuyuenyuja
Cepymcxute COCTOoj6u Ha JHHAMMYHa PQMHOTC3KQ Ha APOCHHPEHOH Kaj DKCHH CO JICCHQ OyOpexHa
uncybuumerumja (kpearuaux kaupenc CLer, 50-80 ml/min) 6une cropennBa co OHMC Kaj 2KeHH CO HOpMasHa

6y6pexna hyakuuja. CepymckaTe BpenHOCTH Ha APOCHHPEHOH 6use Bo npocek 3a 37 % HOBHCOKH Kaj KEHH CO

yMepena 6y6pexa uncybnumenunja (kpeatun k1npenc CLer, 30-50 ml/min) cropexexo co xkeHu co HOpMasHa

byrkumja. Apocrapexox ucTo Taka 406po ce nonHecyBar Kaj XeHH CO NecHa WO yMepeHa 6y6pexxa
vHcybnumenumja. TpeTMaHOT co APOCHHPEHOH He HOKaXKAN KIHHHUKH SHAACH etpeKT Ha CepyMCKOTO HHBO Ha

KAJIHYM. a

KasIMyMOT Hay TOPHHTC HOPManHH Bpexxocra. Moxe fa ce Neka APOCITAPEHON A06pO ce NonHecyBa kaj
TaNHEHTH CO JICCHQ JO yMepeHa xeraTar1na uHcybuumenunja (Child-Pugh B).

4

Eqexm na xenamanna uncypuyueuyuja
où€ PAJISJe À€

Bo cryanja CO EAHHEUHA 11038 Kaj HO6POBOJILIM co yMepena xenatam HHOT

(CL/F) Gun namanen 3a npa6naxHo 50 % Bo cnoper6a co BOsOHTepH c xendirqnHe dyhkrmja
3aGenexaHoTo HaManyBae Ha KJIMPCHCOT Ha APOCIIAPEHOH kaj Jogpospiyve-co ymehfna

XeTIATAJIHA
m

HHCYbaunenuuja He MoKaKane HeKoja NoceOua Pa3JIHKA BO OJHOC Ha C BuauTaKenspatin Ha KasIMyMOT

Hypu u Bo coctoj6u Ha xnjaGerec u HCTOBPEMEHA Tepalivja CO CIIUPOH ITO MOKAT a
KOHIEHTPAUHH HaHe Ouse 310

Emuuxu 2pynu
He 6une 3a6erexaHH KJIHHMYKH 3HayajHM pa3nuKku BO ŒapMaKOKHHETHKATA Ha JPOCHAPEHOH MH

ETHHHNECTPAAMON IIOMET'y jarloHCKATE 4 GeJATE KEHH.
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Ancopnumja
Tlocne AHrecTnja eTuHnnectpamnon Op30 H ICJIOCHO ce ancopôupa. Tlocne anmunncrpammja on 30 ug
MQKCHMQJIHHTC CCPYMCKH KOHUEHTpauan OZ 100 pg/ml ce nocturHyBaar 1-2 uaca mocne HHTECTWjaTa.
Erunnnectpannon HpeTpriyBa EKCTeHsuBeH ebeKT Ha IIPBO MOMMHyBalbe, WTO TIOKA)KyBA TOJICM2 HHTEP-
HHANBHAyaIHa Bapujaumja. AICONYTHATA Ö6HOpacnonom1HBOCT € TIPHÖMKHO 45 %.

NcTpuöyunmja

ETuHunecTparnon HMa jaceH BOJIYyMEH Ha AucTpn6yunja on 5 l/kg u BpsyBatbeTo 3a TIIA3MATCKUTE IIPOTCHHH €

npa6ruxno 98 %. ETuHnnecTpannon ja AHAYHHPA xenaTa1HaTa cuHTesa Ha SHBG u CBG. 3a Bpeme Ha

Tepannjara on 30 Ug eTHHANECTPAAAON, KOHLEHTPaunjara Ha SHBG Bo nnasmara ce 3TOJIEMYBA ox 70 Ha oKomy
350 nmol/l.
ETuUHNNecTpanHoN BO MAJIM KOAHYHHH IIOMHHYBA BO MAjYHHOTO MJICKO (0.02 % ON xosaTa).

bnoTpaHuchopmaunja

ETHHHNecTpannon € HPeAMET Ha 3HAYHTENEH UpeBeH MH XenaTH4eH META6ONN3aM NPA NpBOTO MOMMHYyBalbe.
ÉTAHHJIeCTPANHON HPHMAPHO ce MeTaGOJH3Apa IIPCKY apOMaTH4Ha XxHAPOKCHNalMja, HO CO PopMupame Ha
IIIHPOK CheKTap Ha XHAPOKCHJIHPAHH H MCTHJIP2HM META6ONIHTH, a THe Ce IIPHCYTHH Kako METAGONHTH
M KQKO KOHJjyraTH CO TJIYKYPOHAAH 4 cyndat. CrankaTa Ha MeTa6oneH KJIPCHC Ha CTHHHIIECTPAHHON € OKOJI 5

ml/min/kg.

Wa BuTpo, eTHHMJecTpaquon e peBep346uJen HHXA6ATOP Ha CYP2C19, CYPIA1 u CYP1A2, kako u UHXHÖHTOP
3aCHOBAH Ha MexaHH3am Ha CYP3A4/5, CYP2C8, u CYP2J2.

Enumynauuja
ETHHANECTPAAHON He Ce CKCKPCTHP2 BO HerpOMeHeTA popma BO Hekoja 3HayajHa KonHuHHa. MeTa6onnTuTe Ha
ETUHMNIECTPAAHON ce EKCKPETHPAAT co ypHHapHo ÖnHmjapen onHoc 4:6. IoryXHBOTOT Ha ekckpelmjara Ha
MeTaOoumTHTe € OKOoY 1 WeH. NonyxuBoT € 20 yaca

CocrojOu Ha xuHaMyuHa PAMHOTEXKA

Cocroj6ute Ha AUHAMHUHA PAMHOTEXKA CE IIOCTHTHYBQQT 3a BpeMe Ha BTOPATA casa ON TEPANHCKHOT HHKJIYC H

CCPYMCKHTC HHBOQ Ha ETHHMIIECTPANHON Ce aKyMyJIHpaaT co hakTOP ox oxony 1.4 no 2.1.

5.3 Iperkauanaru 6e36eqHOCHH HOAATOUH

Kaj ra6oparopackn YKHBOTHH, ebeKTHTe_u2-ANOCHHPEeHOH M €THHHJIECTPAAHON Ouse OTPQHHHCHM CO OHHE

HOBP3aHH CO NPenO3HATIABA papma GARE CT. OcoOeHo CTYAUHTE Ha pempoxyKTHBHAa TOKCHUHOCT
nokaxkaa EMÖPHOTOKCHUHH H beTo
M3IOKYBaba LITO TH HAAMHHYBA

38 IIpu

HaGJBYAYBAHHA Kaj perycu Ha cTa
Ha Ha ceKcyanHa pasruxa Ouse
Crynnnte 3a NPOEHKA Ha pusHKoT ON »KHBOTHATA

BOAHATa CpenuHa (BHA Aen 6.6)
Tan AX PSHOH HMaaT IIOTCHIIHIQJI Wa TIPETCTaByBaaT PH3HK 3a£0
WW 2

49y
6. @APMAIIEBTCKM HOAATON

6.1 JIncra Ha ekcnnunnenen:
Jaöpo:
Jlaxro3a MOHOXHApaT
IlyenkapeH ckpo6
IpexenaTHHApax NYenkapeH cKpo6
TIosunon K25
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MarHesnuyM cTreapat

O6euexa:
Xurpomero3a
Maxporon 6000
Tank
TuranuyM xuokcux (E171)
Kene3en OKCHA IIUTMEHT, «ONT (E172)

6.2 UukomnaTHÖHNHOcT

He e 3a6enexana

6.3 Pok Ha Tpaeme

3 TOAHHH

6.4 VIIATCTBO 32 uyBaBe Ha JeKOT

JIekom da ce uyea namecma nedocmannu 3a deya!
JIekor ce uyBa Ha Temneparypa no 25°C.
JIeKoT He cMee Na Ce KOPMCTH MocAe POKOT 3a ynoTpeba O3HaYeH Ha NakyBareTo.

6.5 IIpapoza u COAPKHHA HA II2KYB2HCTO

Baucrep makyBame co 1x21 Dunm-o61oxenx TaGseTH, HalpaBeHO OX TpaHcnapeHTeH (WIM OA NONABAHHN

XJIOpHA 1 AJIYMHHAYMCKA bonnja.

6.6 Iloceöun MepKH Ha npeTHA3IHBOCT 32 OTCTP2HYB2HO

OBoj MEXHHMHCKH TIPOM3BON MOKC Aa TIPeTcTaByBa PHSAK 3a %MBOTHaTa CpenHa (Bun ner 5.3).Cekoj
HCMCKOPHCTCH JICK MM OTTIaJeH MaTepnjan Tpe6a Aa Ouse pJieH BO COrmacHOCT CO AOKAAHHTE IIPOIIHCH.

7. HOCYTEJI HA OJOBPEHHETO 3A CTABABE HA JIEKOT BO IIPOMET

Bayer doo Ljubljana, IlpeTcTaBHumTBo Cxonje,
Yu.Auton Ilonos 6p.1, 1nox.4/me3./nam.2, 1000 Cxon

W

8. BPOJ HA OJOBPEHHETO 3A CTABAH
15-5898/13

OT OMET
Ge À m
Ke]

9.. IATYM HA IIPBOTO ONOBPEHHE
IIOCJIEIIHOTO OBHOBEHO OJOBPE

28.11.2013

OT BO IIPOMET HU JATYM HA

45ve spt
*

10. IIOCJIEIIHA PEBU3UJA HA TEKCTOT
04.2023
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